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^" SlSSo STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE _3 MONTH(S) FROM 

T i^rrit°i T ^— " r^ssr?:— . — — 

mailing date of this communication. minimum of thirty (30) days will be considered timely, 

earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 ) K Responsive to communication(s) filed on Jan 2 1, 2003 



4a) Of the above, claim(s) 43-58 and 61-68 
5)D Claim(s) 



are subject to restriction and/or election requirement. 



2a) □ This action is FINAL. 2b) B This action is non-final. 

3) D Since this application is in condition for allowance except for forma, matters ^cu^on as to the merits ,s 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims , , 

is/are pending in the application. 

4) 53 Claim(s) 43-68 

is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

6) 8 Claim (s) 59 and 60 . 

is/are objected to. 

7) D Claim(s) 

8) D Claims _ 
Application Papers 

9) 8 The specification is objected to by the Examiner. 

10) 59 The drawing(s) filed on _^M1Z^0I_ is/are a) □ accepted or b)» objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Applicant may approved b)D disapproved by the Examiner 

11) D The proposed drawing correction filed on is. avv 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) K Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or itj. 
a) 53 All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. K Certified copies of the priority documents have been received in Application No. 08/765,588 



3. □ Copies of the certified copies of the. priority ^«K^ 7 ^ a n n reMived th ' S Nati ° na ' ^ 
application from the International Bureau (PCT Rule 17. 2(a)). 
•See the attached detailed Office action for a list of the certified copies not received. 
14)D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 1 19(e). 

a) □ The translation of the foreign language provisional application has been received. 
1.5)53 Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
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DETAILED ACTION 



Election/Restriction 

1 . Applicant's election with traverse of Group VII in Paper No. 1 0 is acknowledged. The 
traversal is on the ground(s) that the inventions are not both "independent and distinct". This is 
not found persuasive because MPEP 802.01 makes clear the meaning of "independent and 
distinct" in terms of proper restriction practice. The 1952 Patent Act and states "[t]he law has 
long been established that dependent inventions ... may be properly divided if they are, in fact, 
"distinct" inventions, even though dependent" (see last sentence of MPEP 802.01). In summary 
of the interpretation of "independent and distinct" as used in 35 U.S.C. 121, MPEP 803 defines a 
restriction to be proper between two or more inventions "only if they are able to support separate 
patents and they are either independent or distinct" (emphasis added). Therefore, the restriction 
set forth in paper #8 did not need to show both independence and distinction according to MPEP 
803. An application may properly be required to be restricted to one of two or more claimed 
invention if they are able to support separate patents and they are either independent (MPEP § 
806.04 - § 806.04 0)) or distinct (MPEP § 806.05 - § 806.05(i)). The Examiner has shown that 
the inventions of Groups I-XI are distinct for the reasons in the previous Office action (see paper 
#8). Applicant has offered no evidence to rebut this showing. Applicant's statements regarding 
filing costs, the classification system and legal challenges are noted but are not persuasive as they 
fail to indicate the error in the restriction requirement. 

The requirement is still deemed proper and is therefore made FINAL. 
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2. Claims 43-68 are pending in the instant application. Claims 43-58 and 61-68 are 
withdrawn from further consideration pursuant to 37 CFR 1.142(b), as being drawn to a 
nonelected invention, there being no allowable generic or linking claim. Applicant timely traversed 
the restriction (election) requirement in Paper No. 10. Claims 59-60 are under examination in the 
instant application. 

Drawings 

3 . Figure 8 of the instant application is presented on separate pages. Although Figures 8A 
and 8B are correctly labeled according to 37 C.F.R. § 1.84 (U)(l), which requires that when 
partial views of a drawing which are intended to form one complete view must be identified by the 
same number followed by a capital letter, the Brief Description of the Drawings at page 10 does 
not properly refer to the Figures, in that lower case letters are used. Correction is required. 

Figures 1-6, 9-11, and 16-17 of the instant application are presented in separate panels or 
on separate pages. 37 C.F.R. § 1 .84(u) (1) states that when partial views of a drawing which are 
intended to form one complete view, whether contained on one or several sheets, must be 
identified by the ™me number f nllnw*H hv a capital letter. The instant application uses the 
format of a number followed by lower case roman numerals. Applicant is reminded that once the 
drawings are changed to meet the separate numbering requirement of 37 C.F.R. § 1 .84(u) (1), the 
specification should be amended to change the Brief Description of the Drawings and the rest of 
the specification accordingly. If, for example, Figure 1 is divided into Figures 1A, IB, 1C, and 
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ID, then the Brief Description and all references to this figure in the specification must refer to 
Figures 1A, IB, 1C and/or ID. 

Specification 

4. The disclosure is objected to because of the following informalities: the filing date for 
application Serial Number 08/765,588 is incorrect in the first line of the specification. The date is 
listed as February 22, 996, however, a 371 application is only given a filing date when all of the 
requirements of 371 are met. These requirements were fulfilled on 4/25/97, and therefore, this is 
the filing date for the 08/765,588 application. 
Appropriate correction is required. 

5. The title of the invention is not descriptive. A new title is required that is clearly indicative 
of the invention to which the claims are directed. 

Double Patenting 

6. The nonstatutory double patenting rejection is based on a judicially created doctrine 
grounded in public policy (a policy reflected in the statute) so as to prevent the unjustified or 
improper timewise extension of the "right to exclude" granted by a patent and to prevent possible 
harassment by multiple assignees. See In re Goodman, 1 1 F.3d 1046, 29 USPQ2d 2010 (Fed. 
Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 
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F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 

1970);and, In re Thorington, 418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to 

overcome an actual or provisional rejection based on a nonstatutory double patenting ground 

provided the conflicting application or patent is shown to be commonly owned with this 

application. See 37 CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 

disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 

7. Claims 59-60 are provisionally rejected under the judicially created doctrine of double 
patenting over claims 47 and 52 of copending Application No. 08/765,588. This is a provisional 
double patenting rejection since the conflicting claims have not yet been patented. 

The subject matter claimed in the instant application is fully disclosed in the referenced 
copending application and would be covered by any patent granted on that copending application 
since the referenced copending application and the instant application are claiming common 
subject matter, as follows: the claims of '588 are directed to nucleic acids which comprise or 
consist of SEQ ID NO:3. The instant claims are to nucleic acids which hybridize to SEQ ID 
NO:3. The most obvious embodiment of the broader claims would be the nucleic acid of SEQ ID 
NO:3, therefore, the claims of '588 and the instant claims are directed to common subject matter 
and issuance of a patent to both would provide an improper extension of the "right to exclude" 
granted by a patent. 
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8. Claims 59-60 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 46 of copending Application 
No. 09/349,954. Although the conflicting claims are not identical, they are not patentably distinct 
from each other because the instant claims are directed to nucleic acid molecules encoding 
polypeptides, and the claims of '954 are directed to methods of making polypeptides using 
specific nucleic acid molecules. Such method claims of '954 were not restricted from the nucleic 
acid claims and it is prima facie obvious to use the nucleic acid which encodes the polypeptide in 
a method of making the polypeptide. The nucleic acids of the instant application are encompassed 
and used by the method claims of '954, therefore, the subject matter clearly overlaps and is not 
patentably distinct, absent evidence to the contrary. 

This is a provisional obviousness-type double patenting rejection because the conflicting 
claims have not in fact been patented. 



Claim Rejections - 35 USC § 112 

9. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

10. Claims 59-60 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 



of the claimed invention. The claims recite that the nucleic acids encode "VEGF-B". The 
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specification does not disclose "VEGF-B", and therefore, a claim to a nucleic acid which encodes 
"VEGF-B" is new matter. 

1 1 . Claims 59-60 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. This is a written description rejection. 

Claims 59-60 are directed to nucleic acids which hybridize to SEQ ID NO:3 under specific 
conditions (no wash conditions provided), wherein the nucleic acid encodes a "VEGF-B 
molecule". In making a determination of whether the application complies with the written 
description requirement of 35 U.S.C. 1 12, first paragraph, it is necessary to understand what 
Applicant has possession of and what Applicant is claiming. From the specification, it is clear that 
Applicant has possession of a nucleic acid molecule which has the sequence of SEQ ID NO:3 and 
this nucleic acid molecule encodes a polypeptide. The subject matter which is claimed is 
described above. First, a determination of the level of predictability in the art must be made in 
that whether the level of skill in the art leads to a predictability of structure; and/or whether 
teachings in the application or prior art lead to a predictability of structure. The claims are 
directed to nucleic acids which hybridize to SEQ ID NO:3 under specific conditions (no wash 
conditions provided), wherein the nucleic acid encodes a "VEGF-B molecule". First, the claims 
are not limited to nucleic acids which encode a particular protein, but possibly a class of proteins. 
The instant specification fails to define what is encompassed by "VEGF-B molecule" as the term 
is not mentioned anywhere in the description. The claims only require the nucleic acid molecule 
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hybridize to SEQ ID NO:3 and encode a "VEGF-B molecule". The specification describes a 
VEOF molecules from two species, including splice variants, but fails to describe what is intended 
by "VEGF-B molecule". The claims do not recite any functional characteristics or the Ml 
conditions to be used in the hybridization procedure, which would include the wash conditions. 
The breadth of the claims is such that the claims encompass nucleic acids encoding polypeptides 
from other species, nucleic acids encoding polypeptides which are variants, nucleic acids encoding 
other VEGF-like molecules (possibly, since there is no definition of "VEGF-B" in the 
specification). There is a lack of guidance or teaching regarding structure and function because 
mere is only a single example provided in the specification and because there is no guidance found 
in the prior art. The claims include molecules which share some sequence similarity to the 
disclosed molecules (by recitation of hybridizing), however, this sequence similarity is not 
sufficient to provide the function of encoding a polypeptide a VEGF-B molecule, absent evidence 
to the contrary. 

Next in making a determination of whether the application complies with the written 
description requirement of 35 U.S.C. 112, first paragraph, each claimed species and genus must 
be evaluated to determine whether there is sufficient written description to inform a skilled artisan 
that applicant was in possession of the claimed invention at tire time the application was filed. 
With this regard, the instant application fails to provide a written description of the species or the 
genus which are encompassed by the instant claims except for the nucleic acid of SEQ ID NO:3. 
The specification does not provide a complete structure of those polynucleotides which encode a 
polypeptide as described in the claims and hybridize to the recited sequence under the recited 
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stringency conditions of the claims. The claims also fail to recite other relevant identifying 
characteristics (physical and/or chemical and/or functional characteristics coupled with a known 
or disclosed correlation between function and structure) sufficient to describe the claimed 
invention in such full, clear, concise and exact terms that a skilled artisan would recognize 
applicant was in possession of the claimed invention. The specification fails to provide a 
representative number of species for the claimed genus (those polynucleotides which hybridize to 
SEQ ID NO:3 under the recited stringency conditions) because the claims are directed to those 
polynucleotides which encode a VEGF-B molecule, with no definition of what is encompassed by 
"VEGF-B molecule". Therefore, the claims are directed subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed invention. 

Vas-Cath In. v. Mahurkar, 19 USPQ2d 1111, clearly states "applicant must convey with 
reasonable clarity to those skilled in the art that, as of the filing date sought, he or she was in 
possession of the invention. The invention is, for the purposes of the 'written description' 
inquiry, whatever is now claimed" (Seepage 1117.) The specification does not "clearly allow 
persons of ordinary skill in the art to recognize that [he or she] invented what is claimed." (see 
Vas-Cath at page 1116). As discussed above, the skilled artisan cannot envision the detailed 
chemical structure of the encompassed genus of polypeptides, and therefore, conception is not 
achieved until reduction to practice has occurred, regardless of the complexity or simplicity of the 
method of isolation. Adequate written description requires more than a mere statement that it is 
part of the invention and reference to a potential method of isolating it. The compound itself is 
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required. See Fiers v. W 25 USPQ2d 1601 at 1606 (CAFC 1993) and^g*, v. Chugai 
Pharmaceutical Co. Ltd, 18 USPQ2d 1016. 

One canno, describe what one has no, conceived. See Ftddcs , Baird, 30 USPQ2d 1481 
at 1483. In Ftddcs, claims directed to mammalian FGF's were found to be unpatentable due to a 
lack of written description for tat broad class. The specification provided only Ac bovine 
sequence. 

Therefore, only isolated the nucleic acid of SEQ ID NO:3, but not the full breadth of the 
claim meets the written description provision of 35 U.S.C. § 112, firs, paragraph. Applicant is 
reminded that Vas-Cath makes clear that the written description provision of 35 U.S.C. §1 12 is 
severable from its enablement provision (see page 1115). 

12. Claims 59 and 60 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant regards 

as the invention. 

Claims 59 and 60 are directed to nucleic acid molecules encode a "VEGF-B molecu.e". 
However, the metes and bounds of this term canno. be determined since the instant specification 
never mentions mis term and therefore, does not define the metes and bounds of mis term. The 
specification refers to the protein encoded by SEQ ID NO:3 as "VEGF-like", bu, the specifics of 
what constitutes mis protein from other VEGF or VEGF-like molecules is no. indicated. The 
specification con.empla.es molecules having "a. leas. 1SS simi larity" and "at least 30% 
dissimilarity", but again, mis does no, provide the metes and bounds of what a -VEGF-B" protein 
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is to the exclusion of other VEGF molecules. The specification does not provide an assay to 
distinguish a "VEGF-B" protein from other VEGF molecules, there is no structure that is unique 
to "VEGF-B" to the exclusion of other VEGF molecules, and therefore, one of ordinary skill in 
the art would not recognize a "VEGF-B" from other VEGF molecules because the metes and 
bounds of "VEGF-B" are indefinite. 

Claims 59 and 60 are also directed to molecules which "hybridize under high stringency 
conditions to SEQ ID NO:3", however, the conditions for hybridization are not complete. 
Nucleic acid molecules will hybridize (or stick) to another nucleic acid molecule under particular 
conditions. The conditions under which they initially stick may vary in stringency, which governs 
how many nucleotides are involved in the sticking process. However, once the two nucleic acid 
molecules are hybridized (or stuck together), the complex is washed, which removes those nucleic 
acid molecules which do not hybridize, or have hybridized but only weakly. It is these wash 
conditions which also contribute to the stringency of the hybridization because it is the wash 
which determines which nucleic acids remain stuck to the test nucleic acid molecule. Therefore, 
there are a number of wash conditions which could be used for the given "high stringency 
conditions", and without knowing which wash conditions are to be used, the claims are indefinite 
because the metes and bounds of "high stringency" cannot be determined. 
13. Claims 59-60 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to enable one skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and/or use the 



invention. 
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The instant claims are directed to nucleic acid molecules which hybridize to SEQ ID NO:3 
and encode a "VEGF-B molecule" However, SEQ ID NO:3 is a coding strand of DNA, 
therefore, molecules which hybridize to this coding strand would, by definition, be non-coding 
material. Therefore, it is not possible for the non-coding material to encode a "VEGF-B 
molecule" unless the nucleic acid codes for the protein in both directions. The instant 
specification fails to teach that this is property of the nucleic acids which would hybridize, and 
therefore, the specification is no, enabled for a nucleic acid molecule which hybridizes to SEQ ID 
NO:3 and encodes a "VEGF-B molecule". 

Claim Rejections - 35 USC §102 

14. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

15. Claims 59-60 are rejected under 35 U.S.C. 102(b) as being anticipated by Tischer et al. 

(U.S.Pat. No. 5,194,596). 

Tischer et al. teach a nucleic acid molecule which encodes a VEGF protein (see Figure 7). 
Figure 7 of Tischer et al. teaches a nucleic acid molecule which has 6S% similarity to SEQ ID 
NO:3 of the instant application over a span of 174 nucleotides. It would appear that this molecule 
would hybridize to the nucleic acid of SEQ ID NO:3, and therefore, would meet the structural 
limitations of the claims. Tischer et al. do not describe this molecule as encoding a "VEGF-B 
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molecule", but in light of the lack of a definition of this term in the instant specification, it would 
appear that any molecule which would hybridize under the recited conditions would therefore 
encode a "VEGF-B molecule. The nucleic acid molecule of Tischer et al. therefore anticipates the 

instant claims. 



Conclusion 



16. No claim is allowed. 



Any inquiry concerning this communication or earlier 

be directed to Christine J. Saoud, Ph.D., whose telephone number is (703) 305-7519. lne 

normally be reached on Monday to Thursday from SAM to 2PM^ If attempts to 
r; a ~x^miner by telephone are unsuccessful, the Examiner's supervisor, Gary Kunz, can be 
reached on (703) 308-4623. 

Certain papers related to this application may be submitted to T ^ ol °f nn ^ 
facsimile transmission. Papers should be faxed to Technology Center 1600 vm the 
Center located in Crystal Mall 1 (CM1). The faxing of such papen . must °^™*J£^ 
published in the Official Gazette, 1156 OG 61 (November 16, 1993) and 1157 OG 9 ^(December 
28 1993) (see 37 C.F.R. §§ 1.6(d) and 1.8). NOTE: If Applicant does submit a paper by fax, the 
original signed copy should be retained by Applicant or Applicant's representative. NO 
DUPLICATE COPIES SHOULD BE SUBMITTED so as to avoid the processing of duplicate 
papers. 

Official papers filed by fax should be directed to (703) 872-9306 If this 

please call the Group receptionist for an alternate number. Official papers filed After Final 

rejection filed by fax should be directed to (703) 872-9307. 

Any inquiry of a general nature or relating to the status of this ^^^^ * 
directed to the Group receptionist whose telephone number is (703) 308-0190. 
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